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Device Name
Classification Name: System, Imaging, Pulsed Doppler, Ultrasonic

Classification Number: 90-IYN

Trade/Proprietary Name: HI VISION Ascendus Diagnostic Ultrasound Scanner

Predicate Device(s): HI VISION Preirus Diagnostic Ultrasound Scanner (K093466)

Device Intended Use
The HI VISION Ascendus is intended for use by trained personnel (doctor, sonographer, etc.)
for the diagnostic ultrasound evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric,
Small Organ, Peripheral vessel, Biopsy, Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal
Cephalic, Adult Cephalic, Endoscopy, Intra-luminal, Gynecology, Urology and Laparoscopic
clinical applications.
The Modes of Operation of the HI VISION Ascendus are B mode, M mode, PW mode (Pulsed
Wave Doppler), CW mode (Continuous Wave Doppler), Color Doppler, Amplitude Doppler
(Color Flow Angiography), TDI (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, Real Time
Tissue Elastography, and Real Time Virtual Sonography.

Device Description

Function
An ultrasound system consists of the following:

* Ultrasound transducer(s) to generate the transmitted ultrasound energy and detect the
reflected echoes

* A computer system to control the transducer and analyze the signals resulting from the
reflected echoes

* A video monitor with optional image recorder to display the computed image or derived
Doppler data

Scientific Concepts
An acoustic wave is a mechanical perturbation of a medium which passes through a given
medium at a fixed velocity. The rate at which the particles in the medium vibrate in the
disturbance is the frequency of the wave, and is measure as cycles/second, or hertz (Hz).
Frequencies above 20 kHz are not audible, and above this frequency, the acoustic energy is
known as ultrasound. For the purposes of medical ultrasound imaging, frequencies in the range
of 1-20 MHz are utilized.
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510(k) Summary

The ultrasound waves comprising a beam travel in as straight line in homogeneous media.
When an ultrasound wave reaches an interface between two media of different impedances, a
portion of the beam energy may pass through the boundary (transmission), and a portion may
be reflected. The direction of propagation of the transmitted beam is determined by the angle of
incidence of the incident beam upon the boundary, and differences (if any) in the speed of
sound in the two media. The direction of reflection is determined solely by the angle of incidence
upon the boundary. The relative strength of the reflected wave depends upon the differences in
the impedances between the two media. Reflection at a boundary between soft tissue and
bone, as an example, involves a large impedance difference, and results in a relatively strong
reflected echo. Reflection at a boundary between two soft tissue-types with a relatively small
impedance difference, on the other hand, results in a relatively weak reflected echo.

The ultrasound transducer, when operating in pulsed mode, periodically emits an ultrasound
burst at a predetermined rate described as the pulse repetition frequency (PRF). During the time
duration that the transducer is not transmitting ultrasound energy, it may act as a received for
the reflected ultrasound energy. Since the speed of propagation of ultrasound in tissues is
estimated as l54Om/sec, the time elapsed between transmission of a pulse and receipt of an
echo may be used to estimate the distance from the transducer to the tissue structure giving
rise to the reflected echo. The relative strength of the reflected echo can be used to determine
the brightness of display of the reflected echo or strength of derived Doppler signal.

Physical and Performance Characteristics
The principle of operation of ultrasound imaging involves generation of an ultrasound wave with
an electric signal applied to a transducer, direction of the resulting ultrasound wave into the
tissue of the body, and reception and analysis of the echoes reflected back to the same or an
adjacent transducer from the various tissues along the path of the ultrasound wave.

Device Technological Characteristics
The technological characteristics of this device are identical to the primary predicate device. The
control and image processing hardware and the base elements of the system software are
identical to the predicate device. See Section 4 - Predicate Device Comparison.

Conclusions
It is the opinion of Hitachi Medical Systems America, Inc. that HI VISION Ascendus Diagnostic
Ultrasound Scanner is substantially equivalent to the predicate devices. In addition, we have
concluded that the subject system is substantially equivalent with respect to safety,
effectiveness, and functionality to the HI VISION Preirus Diagnostic Ultrasound Scanner
(K093466)

Attachment
ATTACHMENT POSITION

Declaration of Conformity with Design Controls 1
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DEP'ARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Ad ministration
10903 New, Hampshire Avenue
Silver Spring, POD 20993

M'r. IIotie Illstleth\\kil
Mianager. Reuiatorv A nh is
H-itachi [Medical S\'stemis Amrerica. [Inc. E 27
1959 Summit Commerce Park
"WINSBURC 01-1 44087

Re: 1 1 0673
Trade/Device N ame: F-11 VIS ION Asce ricus D ian iost ic Ultrasound Scanner
Regu'lationl INt~ime: 21 CE-R 892.1550
Regulation ANe: Ultrasonic i)lSCd dopler m11aginu Syste1
Reen IatorvClass 11
Produtct CodeC: I Y N: I YO. and ITX
IDated: August 29. 201 1
Received: AtIgust 3 1 2011

Dear- Mr. Thistlethwaitc

W~e hae reviewed y'otir Section 51 0(k) pie market not ification 01riteni to market the device
referenced above and wve have determined the device is substantially eqluiv'alent (for the indications
for1 tise stated in the enclostire) to legally marketed predicate devices marketed in interstate
comnmerce prior o Ma 28, 1976. the enalctmnt daite of the Medical Device Amvendlmelnts, or to
devices that have been reclassified in accordance wvith the provisions of the Federal Food, Drut and
Cosmetic Act (Act). YOU may, therefore, market the deCvice. Subject to tile genera I controls
provisions of tile Act. Ile general controls provisions of the Act include requirements for anlnual
reg istration, listing of devices. good mantulactturing practice, labeli rg, and prohibitions aizainsi
rmisbrandingc and adulteration.

Tis determination of stbstantial eqtlivalernce applies to the flowing trailducets intended for Luse

with dhe II IS ION A scendus Diagnostic U Itrasourlud Scannrer. as described ill your1 premlarket
lot ification:

i'rarlsducer M'oclel N umber

EUiP -B5 l2 E UP- C\ 5 24 IFUP-L53L-
EUP-B5 14 EUP-CV714 EUP-1-541'vA
FLJP-137 15 F UP-C\'724 ISUP-L-65
[P-UP-C51 I EUP-1 S52E EUP-41J3 S
F UP-C5 14 rUP-L552M F lUl1)-L 74 M
EUP-C524 EUIl'-F3 34 EUI'-76
EUP-C332 EUlM-F3 I E-UP-L\174
IIUP-C715 ISUP-L 32 PUJP-053T

ISUP-CC53 I LUP-1-53 EUP-034J



EUK-0732-1 WN' EtJP-53Wi
LUP-0L-334 EUIP-S70 EUP-\'\'53 I

F,LJII'-1\54 A\V- I19.-33 EIJ'-72 lJPI-VV731I
F UI'-S50 A EUP-U533

If your devic is class ilied (see above) iNo either clas I1 (SpecialI ControlIs) or c ILass I II (I'MA). it
may be subject to. such adcliiial controls. Lxistininmaor reailatiors alfectirng youir device can be
round in the Code of Federal Regulatis. lite 21 ' aris 800 to 895. [In addition. FDA may purbl ish
fuither annou0Lncement concerni your device in the leder al Register.

Pleas be advised that I DA's issuance or a substantial ecjLtiivalece1 determninationl does iiot me~an that
FDA has made a dleterination thai voti device comriplies wit otherreqtirenrits of the Act oram
Federal stattutes and regulations admiinistered by' other Federal ageincies. YOU Must eorr1pI\ With all
the A\ct's r-elLrir-lmentS, in1cluding. btt rnot lirmited to: registraton and listing (2 1 CFR Part 807);
labeling (2 1 CFR 'ar 801): good ruuItriepracucc requirments aIs Set forth in the clual it
Sys teims (QS) reulatior (21 CFR Part. 820) and i appl cable, the electronc product radiation control
provisions (Sections 531-542 of die Act); 21F CFR MO00-1050.

This letter "S allow you to begin marketing yourr device as descr ibed in your prermirket noti heation.
Thle FDA findine of stbstantial equrialrice of yotur device to a legally marketed lredlicate (ICvice
resurlt in a classilicatior lbr Y'our (device and thurs permits yotrr device to proceed to market.

If yotr desire speci lie advice for your device On otrr labeling regUilat ion (21I C FR Part 801I), please gno
to h t i //vvw fd. oyo/A boutFDA/Ce iit irsC lices/CD~ )RII/CDR RIIffiCcS/ttCu 1v 1580910I tn Atr the
Center for Devices and Rad iological I-ealIth's (CD RI-I's) Office of ComnpIi ance. Also. p lease note
the regurlation entitled. "Misbranding by refe rence to premar-ke nofid lcton' (21 C FR P'art 807.97).
For qutes tionis cau diii e the reporting of aderse events tinder the MDR regtrlatin (21 CFI( Part

CDRI-'so001c ofStirveillnce arnd Bionmetrics/Divisioni of Postrmarket Surrveillarice.

If you have any qunestions regardlinu the contsent, of tis letter pleae contact Lauren I-Icner at (301)
796-681.

Sincerely Yours.

Marp, S. Pastel. Sc.ID.
Diretuor
Division of Radiological Devices
Ow~ie of In Vitro Diagnostic Device
Evaluatin arid Safety

Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known):\K OQ 3
Device Name: HI VISION Ascendlus Diagnostic Ultrasound Scanner

Indications For Use:

The HI VISION Ascendus is intended for use by trained personnel (doctor, sonographer, etc.) for the diagnostic
ultrasound evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric, Small Organ, Peripheral vessel, Biopsy,
Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal Cephalic, Adult Cephalic, Endoscopy, Intra-luminal,
Gynecology, Urology and Laparoscopic clinical applications.

The Modes of Operation of the HI VISION Ascendus are B mode, M mode, PW mode (Pulsed Wave Doppler),
CW mode (Continuous Wave Doppler), Color Doppler, Amplitude Doppler (Color Flow Angiography),
TDI (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, Real Time Tissue Elastography, and
Real Time Virtual Sonography.

Prescription Use X AND/OR Over-The-Counter Use _ __

(Part 21 CFR 801 Subpart D) (21 CFIR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(ui sion Signi-Off)
Division f Radiological Devices

Office of In Vitro Diagnostic Device Evaliuation and Safety Pg f____

510K2%



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)
O7phthal1mic Ophthalmic _____ __________

Fetal * F * *P ~ _P P pp
Abdominal Pa Pa Pa Pa Pa Pa Pa
Inra-oi Pb Pb Pb h _ Pb Pb Pb
Intra-operative (NeuroW) __

Laparoscopic P p P __ P P P
Pediatric P P P P P P P
Small Organ (Spec.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic P P P P P P

Fetal Imaging Adult Cephalic P P P P P P p
& Other Trans-rectal Ph Ph Ph Ph Ph Ph

Trans-vaginal Pf Pf Pf Pf Nf Pf
Trans-urethral
Trans-esoph (on-Clard.
Musculo-ske (Covent. P PF FP P P
Muscuo-skel. s-up-erfic) P P p P P P
In1 tra-luminal
Other (spec.)

C ardic dultP P P P P P
Cardiac Cdiac PdiatricP P P pPP

2~rnesphagal (card.i jj j Pg P g j....... Pg
]Other (specj

Peripheral Pen heral vessel P P P p p P P
Vessel OtAher spec.)

N = new indication. P = previously cleared in K0934-66-
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging, 3D Imaging, 4D Imaging,

Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of orgas and structures exposed dur ing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscrp 1c Inludes thyroid, parathyroid, breast, scrotum, penis.

Sbcript ";d": Incues throd parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Include imgn ouidance of transrectal biopsy.
Subscript 'T: Includes imaging for guidance of transvaginal biopsy.
Subscript "g- For peditrcatients.
Subscript "h": Include iang for guidance of transrectal biopsy.

(PLEASE Do NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number:j 2

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-B3512

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Moe of0 Operation _____

General Specific B M TWDh CWD Color Combined* Other**
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)

Ophthalmic OphthalmicPP
Fetal PP P PI
Abdominal Pa Pa Pa Pa Pa Pa Pa
Intatoerative(Spec.)
Inr-operative(tNeuro.7___
Laparoscopic - ___

Pediatric ______

Small Organ (Spec.) --

Neonatal Cephalic __-

Fetal Imaging Adult Cephalic __

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) ________

Musculo-skel. (Convent.) _____

Musculo-skel. (Superfic.) ______ ______

Intra-luminal
,Other (spec.) ______ ______

Cardiac Adult _____ ___________

Cardiac Cardiac Pediatric _____ ______

Trans-esopbageal (card.) ___ _________

Other (spec.)______ ______

PeNripheral Penheral vessel ______

Vessel. Other pc _____ _____ _____

*N= new-indication. P = previously cleared inK0893466 - -

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed duri ng surgery

(excludling neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript ': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript h't" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

k~sn ignSiOft
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: I \tt~

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-13514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Oph-thalmic Ophthalmic _____ ___________

Fetal P P p p7 p P p
Abdominal Pa Pa Pa Pa Pa Pa Pa
Intaoerativ (Spec.)
Intra-operative (Nuro.)

Laparoscopi c 

a

Pediatric
Small Organ (Spec.) __

Neonatal Cephalic __

Fetal Imaging Adult Cephalic ___ _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-eso . (nnCard.)
MuL-skl . Convent.

!Musculo-skel. (Superfic.) _____

lintra-luminal
____________Other (spec.) ______ ____________

Cardiac Adult
Cardiac Cardiac Pediatric

Ta sohageal (card.) __ ________

__________Other ipe___ _____

PeihlPeripheral vessel
Vessel Other kspec.)

N = -new indicat-ion. P = previously cleared in K93466 ______ ___________

*Combination of each operating mode, B, M, PWVD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography),S3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript 'a': Includes imaging for guida2nce of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.

Sbcript "T': Includes imaging for guidance of transvaginal biopsy.
Subiscript "g": For pediatric patients.
Subscript "h': Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE I1F NEEDED)
Concurrence of ODRH-, Office of Device Evaluation (ODE)

Division of Reprod Clive, Abdominal, ENT,
and Radiological Devices

510(k) Number: F K ((1

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-B715

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M*~ PWD CWD Coo Combined* Other**
(Track I only) (Tracks I & 111) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic- - -

Fetal P P P TP P P
Abdominal Pa Pa Pa Pa Pa Pa Pa
Intra-'o erative (pec.)
Intra-operative (Neuro.)
Lap arosco pic
Pediatric ______ ____________

Sgmall Organ (Spec.) __ ___________

Neonatal Cephalic __ __ - - ______

Fetal Imaging Adult Cephalic ______

& Other Trans-rectal ___________

Trans-vaginal-
Trans-urethral
Trans-esoph. (non-Card.) ______

Musculo-skel. Conivent.)
Musculo-skel. (Superfic.) ________

Intra-luminal
Other (spec.) ______

Cardiac Adult _____ ______

Cardiac Cardiac Pediatric __

~spec,Peripheral Pnhrlvse
Vessel Other spc7____________

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging fo gudace of percutaneous biopsy of abdominal organs and structures

(including amniocentei)

Subscript "b": Includes imaging of organs and structures exposed dur ing surgery
(excluding neurosurgery and laparoscopic, procedures).

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript fT: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "ht": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAG E IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Rep rcive, Abdominal, ENT,
-and Radiological Devices

5 10(k) Number: \Io~'

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-C511

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application KM of Operation _____

General Specific B M PWD CWD Color Combinedt  Other t"
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ ___________

Fetal T *P~ P ___ Ppp
Abdominal Pa Pa Pa __ Pa Pa Pa

Intra-operative (Nur.
Lap aroscopic
Pediatric P P P __ P P P
Small Organ (Spec.) __ ___

Neonatal Cephalic
Fetal Imaging Adult Cephafic-

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Musculoel .(Convent)
Musculo-skel. (Superfic.)
Int raluminal

___________ Oher (Spec.)______ ____________

Cardiac Adult *P **PT P P P P
Cardiac Cardiac Pediatric P P P __ P P P

Ta sohageal (card.)
___________Other (spec Y ______ _____________

Peripheral Pen hera vessel= P P P P__ p P P
Vessel Or spec. . ______ _____

N = new indication. P = previously cleared in K(093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"t Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guidace of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript ': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript 'h" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE1 IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprod ,tive, Abdominal, ENT,
and Radiological Devices

510(k) Number: -7\ (j 2,

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EIJP-C514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application M ode of Operation

General . Specific B M PWD rWr Color Combinedt  Other t t

(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____

Fetal -r *-r P- - P
Abdominal Pa Pa Pa Pa Pa Pa
Intrao erativ2je%

ra Intra-operativ 

e( e r. 
_________Laparoscopic

Pediatric P P P P P P
Small Organ (Spec.) Pdt Pd Pd Pdt Pdt Pd
Neonatal Cephalic- __

Fetal Imaging Adult Cephalic

&Other Trans-rectal ______ ____________

Trans-vaginal
Trans-urethral
Trans-e soph._ (non-Card.) ___ ____

Musculo-skel (Convent.)___
IMusculo-skel. (Superfic.) ______

Ilntra-luminal
1Other (spec.) ______ ____________

Cardiac Adult
Cardiac Cardiac Pediatric __

lTrans-esophageal (card.) ___________

__________1 Other (spec.) ______ ______

Peripheral jPen hera vessel
Vessel Other spcE___________________

N = new indication. P = previously cleared in 1(093466 - -

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Su!bscript "p Includes imaging for guidance of transvaginal biopsy.

Susrpg";: For Pediatric patients.
Subscript "ht": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THSLN-OTNEO NTE AE IF-NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

ivinSign-Off
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: K\V L2(xn

Prescription Use (Per 21 CFR 80 1. 109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-C524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M rWr CWD Colo Combined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)
Oph9thalmic Ophthalmic- - -

Fetal **~- -~P P P P
Abdominal P P P ___ P P P
Intraoerative Spec.)l_____________
Intra-operative (Neuro.)
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) PC PC PC PC PC PC
Neonatal Cepbalic

Fetal Imaging Adult Cephalic ___________

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Tran-esph.(non-Card.)

Musculo-skel. (Coupent.) ___

Intra-lu minal
Other (se. '7__________________

Cardiac Adult
Cardiac Cardiac Pediatric

Trn "haeal (card.)
Other s ec

Peripheral P hrvessel
Vessel Ohe (s'pec J

N = new indication. P = previously cleared in K093466_____ ____________

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging

Additional Comments:
Subscript'sa": Includes iangfor guiidance of percutaneous biopsy of abdominal organs and structures

(icldingaoetei)
Subscript "b": Includes imaging of organs and structures exposed dur ing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript 'c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h"' Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF EEDED
Concurrence of ORK Office of Device Evaluation (ODE)

Dvu SignOf

Division of Reprodd'ctive, Adominal, ENT,
and Radiological Devices

5 10(k) Number: x

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-C5S2

-Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application. Mode of Operation ______

General SPeifc B M rWr rWr Color Combined* Other*"
(Track I only) (Tracks I & 111) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic ___________

Fetal _______ ______ ______

Abdominal Pa Pa Pa Pa Pa Pa
(S ec.) aIE Pb Pb Pb - Pb Pb Pb

hIntraopeiative(Neur.) _____ ______

Lap aroscop ic
Pediatric P P p P P P
Small Organ (Spec.) Pd P'd Pd P'd P'd Pd
Neonatal Cephalic P P P P P P

Fetal r Imaging Adult Cephalic _____

& Other Trans-rectal __ ___________

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) _____

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.) __

Ilntra-luminal
O0ther (spec.) ____________

Cardiac !Cardiac Pediatric
l~aseohageal (card.)

O0ther (spec.)
Peripheral je hrlvessel P P P __ P P P

Vessel Other (Spec.)_ _______

N = new indication: P = previously cleared in K093466 - -

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Blastography,

Real Time Virtual Sonography

Additional Comments:
Subscript "a": I ncludes imaging fori~ dance of percutaneous biopsy of abdominal organs and structures

(including amniocenei)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).1
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript hW" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of ODRH, Office of Device Evaluation (ODE)

(Dsio vigYSgnOff
Division of Rero tive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number:t -

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-C715

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if te human body as follows:
Clinical Application Mode oOpration

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic- - -

Fetal _ P P P P p p
Abdominal Pa Pa Pa __ Pa Pa Pa
Intrwoe~ ec.) ___

Intra-operative (Neuro.)
Laparoscopic
Pediatric P P P - P P P
Small Organ (Spec.) Pd Pd Pd __ Pd Pd Pd
Neonatal Cephalic ___

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Muclskel (Superfic.)
Intra-umina

____________ ther (spec.) -- ______

C ardiac Adult
Cardiac Cardiac Pediatric

i~aseohageal (card.)--______
O0ther (spec

Peripheral lPen pheral vessel
Vessel Ohrse.______

N = new indication. PF= previously cleared inK936
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imgn o uidace of percutaneous biopsy of abdominal organs and structures

(including moentesis)F
Subscript 'b": Includeimgnofras adl structures expoed during surgery

(excluignuougr an aparoscopic p odres)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subsrip dt Incude thyoiarab roid, breast, scrotum, penis and imaging for guidance of biopsy.
Subcrit e: Iclues iangfr gidance of transrectal biopsy.

Susritt P Icudes imaging for guidance of transvaginal biopsy.
Subcrit '':For pediatrc paients

Subscript " h": Icludesa imaginc for ruidance of transrectal biopsy.
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINU E ON ANOTHER PAGEI NEEDED)

Concurrence of ODRE, Office of Device Evaluation (ODE)

( Divisioy Sign-O
Division of Reprodu6tive, Abdominal, ENT,

and Radiological Devices

510(k) Number:A~ ~yh

Prescription Use (Per 21 CFR 80 1.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-CC531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined t  Other*t

(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)
OphthlmicOphthalmic- -

Fetal P IS P _____ ____ ____

Abdominal ________ __________

Intra-operative (Sliec.) ___ _____ ______

Intra-operative (Neuro.)______

Laparoscopic,______
Pediatric _______

Small Organ (Spec.) ___ __

Neonatal Cephalic
Fetal Imaging Adult Cephalic

& Other Trans-rectal Pe Pe Pe P e Pe Pe
Trans-vaginal Pf Ff Pf Pf Pf Pf
Trans-urethral
Trans-esoph._ (non-Card. __

MuSulo-skel. (Convent.)
1Muscuo-skel. (Superfic.)-
JIntra-luminal
O0ther (spec.) ______ ____________

Cardiac Adult _____ ___________

Cardiac Cadiac Pediatric _________________

Trans-ephageal (card.) ___ _________

Other (se.
PTeripheral Pen Lheral vessel __ __________

Vessel Oher spec.______
N = new indication. P =previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,

Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(icluding amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "T Includes imaging for guidance of tranavaginal biopsy.
Subscript 'g": For pediatric patients.
Subscript h': Includes imaging for guidance of transrectnl biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE OANTEPGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(visiGSign- Off
Division of ReprodA'ctive, Abdominal, ENT,

and Radiological Devices

5l10(k) Number: H i0Q )

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-CV524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General . Specific B M PWD CWD Color Comnbined* Other"'
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

O hhli Ophthalmic ___________

Fetal P P P P p P
Abdominal P P P P P P

Intra-operative (Neuro.)
Lap aroscopic
Pediatric P P P P PP
Small Organ (Spec.) P P P P P P
Neonatal Cephalic ___

Fetal r Imaging Adult Cephalic __

aOther Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoh (non-Card.)
Musculo-ske (Cnvent.)
Musculo-skel. (Superfic.) _____

nta-umial

Cardiac Adult ___________

Cardiac Cardiac Pediatric _____

Tr so ageal(card.)
Other a ec _____ _____ _____

Peripheral Peripheral vessel
Vessel Other (spec"____________

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e't Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g': For pediatric patients.
Subscript 'h- Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisioi$ ign-Of
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number: \\ou '

Prescription Use (Per 21 CPR 80 1. 109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-CV714

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application -MMode of Operation Combied* Oher*

General Specific B PWD CWD Color Cobn* Ote*
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ __________

Fetal p p p P p
Abdominal ___ P P P p p
Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric P p p p pp
Small Organ (Spec.) P P__ P P p p
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-eso . (non-Card.) _

Muscuoskl Convent.7_____
M uscul o-skel. (Superfic.) _________ _____ ______

ntra-luminal
O0ther (spec.) ____________

Cardiac Adult _____ ___________

Cardiac Cardiac Pediatric
Trans-sespchageal (card.) ______

Other (pe. ____________

Peripheral Pen Eheral vessel
Vessel Oher spec.______ _____ _____

N7= new-indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.

*Ampditude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments:
Subscript "a": Includes imagi ng for gudance of percutaneous biopsy of abdominal organs andl structures

(including amniocente)
Subscript "b": Includes imaging of organs aad structures exposed during surgery

(exclding neurosurgery and laparoscopic procedure)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imagiag for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript 'T': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript"h" Includes imaging for guidance of transrectal biopsy.

(PLASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Divson ofRproctiAbominal, ENT,
and Radiological Devices

510(k) Number: '\\(3( 7

Prescription Use (Per 21 CFiR 801 .109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-CV724

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combinedt  Other**
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
O7phthalmic Ophthalmic _____ ___________

Fetal P **P P p pP
Abdominal P P P p p p
lntraoerative(Spec.) __________

Intra-operative (Neuro.)
Lap arosco pic
Pediatric P P P P P P
Small Organ (Spec.) P P P P P P
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Muscuoskel C21,onvent.)
Musclo-skel. (Superfic.)

lintra-liminal
O0ther (spec-) ______ ____________

Cardiac Adult
Cardiac Cardiac Pediatric

ra2e ael(card.) ______ __ __ _____

Other spc.
Peripheral Penipheral vessel

Vessel Other tspec.)______ ____________

N new indication. P = previously cleared in K093466 - - _________________

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed duriing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "F: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(ESE DNO WRTBEO THSLE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

iviSign-Off
Division of Reprodu ctive, Abdominal, ENT,

and Radiological Devices

510(k) Number: IA \

Prescription Use (Per 21 CER gal 1.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-ES52E

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Applicto Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)
Op-hthalmic Ophthalmic ____ _____

Fetal
Abdominal
Intra-operative (Spec.
Intra-operative (Neuro.)______ ____________

Lap aroscopic _______ c____________

Pediatric _______ ______ ______

Small Organ (Spec.) ___________

Neonatal Cephalic
Fetal Imaging Adult Cephalic _____

& Other Trans-rectal _____ ___________

Trans-vaginal
Trans-urethral
Trans-es. (n1on-ard.)
Musculo-skel. (Cnvent.)______
!Muscul o-skel. (Superfic.) __ ___

Intra-luminal
O0ther (spec.) ______ ______ ______

Carda Adult
Cardiac Crdiac Pediatric __ ___

[rn-spael(car. P . P p p p P P
O0ther(se.

Perpheral P~en heral vessel
Vessel Other spec T___________________

N = new indication. P = previously cleared in 1(093466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:
Subscript "a": Includes imaging fior guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis)..
Subscript "hi': Includes imaging of organs and structures exposed dur ing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "T: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTIN UE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divso YSin-Of
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: \\0( 2

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendlus
Transducer: EUP-E552M

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human hody as follows:
Clinical Application Mode of peration _____

General Specific B M PWD CWD Color Comnbined* Other**
(Track I only) (Tracks I & 111) ____Doppler (Spec.) (Spec.)

O7p-hthalmic Ophthalmic _____ ___________

Fetal
Abdominal
lntrroeratvjej__________

Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.) ______ __ _____

Neonatal Cephalic __ ________

Fetal Imaging Adult Cephalic
& Other Tr-ans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (on-Card.)
Musculo-ske (Convent.)
Musculo-skel. (Superfic.)
Intra-lumLinal

___________ ther (pec)7_____________ ______

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (card.) P P p p P P p
____________ ther (spec.) ______ ____________

Peripheral Pen 2heral vessel
Vessel Oher spec _____ ______

N=new-indication. P = previously cleared in K093466 - - _________________

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:

Subscrpt "a" Inldeimagin fo uid.ace of percutaneous. biopsy of abdominal organs and structures
(inclIng amicntesis)

Subscript "b": Includes imaging of organs and structures exposed duing surgery
(excluding neurosurgery and laparoscopic procedures)

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, peais.
Subscript "d': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "T: Includes imaging for guidance of transvaginal biopsy.
Subscript "g': For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLUEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprot~tive, Abdominal, ENT,
and Radiological Devices

510(k) Number: \\\ULi

Prescription Use (Per 21 CFR 801 .109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-F334

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD rWr Color, Combined* Other**
(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)

Ophthalmic 3~phthalmic ____ _____

F etal
Abdominal
Intra-o1M11 erti e S ec. Pb Pb Pb Pb Pb Pb
Intra-operative Ner.)

Pediatric P P P p p P

Small Organ (Spec.) PC PC PC PC PC PC

Neonatal Cephalic P P P - P P P
Fetal Imaging Adult Cephalic

& Other Trans-rectal P P P p p p
Trans-vaginal P P p __ P P p
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) ___ __ _____ ___________

Musculo-skel. (Superfic.) __

Intra-luminal
Oter (spec.) ____________

Cardiac Adult _____

Cardiac Cardiac Pediatric
Trans-esopha a cr. __ _____

Other tspec.)______ ____________

Peripheral Peripheral vessel P P p ___ pIpS
Vessel Other (spec. +__________________

N -new indication. P = previously cleared in K093466--
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentes.is)
Subscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript 'T': Includes imaging for guidance of tranavaginal biopsy.
Subsrp g"For pediatric patients.
Subscript 'h Includes imaging for guidance of tranarectal biopsv.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTIN UE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI{, Office of Device Evaluation (ODE)

(Dvin Sg-Of
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: o C ) '

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-F531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis I the human bod y as follows:
Clinical Application Mode of Operation ______

General Specific B M PWDl CW Color Comnbined* Other**
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic .- -

Fetal_
Abdominal P P P ___ p pp
Intrw-prative (Sec.) Pb Pb Pb h _ Pb Pb -Pb
Intra-operative (Neuro.)
L~aparoscopic

Pdiatric P P P P P P
Small Organ (Spec.) PC PC PC PC PC PC
Neonatal Cephalic P P P p P P

Fetal Imaging Adult Cephalic __

& Other Trans-rectal P T P P p P
Trans-vaginal P ___ P P P P
Trans-urethral
Trans-esoph. (non-Card.
Musculo-skel. Convent.)
Musculo-skel. (Superfic.) __

Intra-luminal
____________Other (spec.) _____ ______

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.)
Other (specY -

PeihrlPenipheral vessel P P P __ P P P
Vessel Ohrse.______

IN = new indication. P = previously cleared in K09346-6 ______

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging

Additional Comments:
Subscript "a": Includes imaging for guida2nce of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includesiaigo organs and structures exposed during surgery

(eclud neurorEry and laparoscopic procedures).
Subscript "c": Include th !yroid, parathyroid, breast, scrotum, penis.
Subscript ': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of tranarectal biopsy.
Subscript T': Includes imaing for guidance of transvaginal biopsy.
Subscript 'g": For pediatri patients.
Subscript "h": Includes imag in for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

ivASign-Oft
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number: I c________

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EIJP-L52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic _____ __________

Fetal
Abdominal Pa Pa Pa Pa Pa Pa
Intr-operative (Sec.)
Iintra-operative (Neuro.) ______

Laparoscopic ____________

Pediatric P P P ___ P P P
Small Organ (Spec.) Pd Pd Pd __ Pd P'd Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic __ _________________

& Other Trans-rectal ___________

Trans-vaginal
Trans-urethral
Trans-esoph. (nonard.) ___

Musculo-skel. Covent. P P P -P P P
Musculo-skel. (Superfic.) ___

Ilntraluminal
O0ther (spec.) ______

Cardiac Adult
Cardiac Cardiac Pediatric

Tran-esophageal (card.) ___________

Otherspc- -

Peripheral Penheral vessel P P P __ P pP
Vessel Other spec +____________

N = new indication. P = previously cleared in 1(098466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a': Includes imgn fr gudance of percutaneous biopsy of abdominal organs and structures

(including iocei).
Subscript "b" Includes imaging of organs and structures exposed dur ing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript "T': Includes imaging for guidance of transvaginal biopsy.

Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PTLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANTERPC IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(DivisSign-ff
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number: a,__________

Prescription Use (Per 21 CFR 801 109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EfUP-L,53

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Sp-ecific B3 M PWD CWD Color Combined t  Other t t

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
O -phthalmic Ophthalmic - -

Fetal
Abdominal Pa Pa Pa Pa Pa Pa
lntra tivpe ecj y.2 I&
Intra-operative (Nur.)
Laparoscopic
Pediatric P P P P P P
Small organ (Spec.) Pd Pd Pd Pd I Pd Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Tr-ans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel, (Convent.) P P P P P P
Miisculoiskel. (Superfic.) P P P P P P
ILntra-luminal

___________Other (spec.) _____ ______

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.)
Othe r s5ec.

Peripheral Per heral vessel P P P P P P
Vessel Other tspec.) I_____I

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": I ncludes mgn for guiidance of percutaneous biopsy of abdominal organs and structures

(including micntesi)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(ex'Icling neurosurgery and laparoscopic procedures).*
Subsript"c":Incldes thyroid, parathyroid, breast, scrotum, penis.

Subsrp d'Icudes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subsrip "e Inludes imaging for guidance of transrectal biopsy.

Subcrpt,'" nludes imaging for guidance of transvaginal biopsy.

Subs rip "g: or pediatric pa ients
Subscript ' h:" Icludes imaging for __gu-LL-idance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

( ivsi in4
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: \\( 7-.

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-LS3L

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application -Mode of Operation _____

General Specific B M PWD CWD Color Comnbined* Other**

(Track I only) (Tracks I & 111) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic- - -

Fetal
Abdominal P P P ___ P P P

Intra-o erativeScc) ____ ______

Intra-operative Nero 5h __

Laparoscopic __ _
PediatricP P PPpP
Small Organ (Spec.) PC PCI PC PC PC Pc
Neonatal Cephalic 

__

Fetal Imaging Adult Cephalic- -

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Musculo-skel . Convent. P1 P P P Pp
Musculo-skel. (Superfic.
Lntradluminal 

_____

O0ther spec.)- - - -

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (card.) __

Other (spec.)- -

Peripheral Pen helral vessel P P PPP

Vessel Otherse.______
N7 =new indication. P =previously cleared in K093466--
t Cornbination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript 'a': Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b': Includes imaging of organs and. tructures exposed dluring surgery

(excluding neurosurgery a n aar.c p prCedres)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
*Subscript ': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Inclue imgn o udneornrca isy.
Subscript 'Tf: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript " h': Includes imaging for guidance of transrectal bio s.

(PILEASE DO NOT WRITE BEtLOW THIS; LINE-COINTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Repro uc tive, Abdominal, ENT,
and Radiological Devices

5 10(k) Number: oj-- U 2 (f

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-L54MA

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined t  Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ __________

Fetal_
Abdominal Pa Pa Pa Pa Pa Pa
Intra-o rtie(Se.
Intra-operative (Neuro.)
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) P'd P'd Pd Pd Pd Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) ______

Musculo-skel. (Convent.) P P P P P P
Musculo-skel. (Superfic.) P P P P P P
Intra-lurninal

____________ ther (spec.) _____ ______

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esopchageal (card.)
Other spec. ______

Peripheral Penipheral vessel P Pr P __ P P P
Vessel Other spec.) I_____

N = new indication. P = previously cleared inKOO74-66
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed durn surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript 'T': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h': Includes imaging for guidance of transrectal biopsy.

(PLASEDO OT RIE BLOWTHI LNE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Rerd2tive, Abdominal, ENT,
and Radiological Devices

510(k) Number: .X

Prescription Use (Per 21 CER 801 .109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-L65

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application IMode of Operation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) __ Doppler (Spec.) (Spec.)
Ophthalmic bphithalmic - - -

Fetal
Abdominal P P P p P p
Intra-operative (Spec.) __ ______

Intra-operative Neouro.)

Pediatric P P P _ P p p

Small Organ (Spec.) PC PC PC __ PC PC PC
Neonatal Cephalic ___________

Fetal Imaging Adult Cephalic _________________

&Other Trans-rectal _____ ___________

Trns-vaginal- __

Tr-ans-urethral
Trans-esoph. (non-Card.) __

Musculo-skel. (Convent.) P P P pp P

Musculo-skel. (Superfic.) P P P P P P

O0ther (spec.) ____________

Criac Adult
Cardiac Cardiac Pediatric

ITrans-esophageal (card.) ___ _________

O0ther (spec.)
Peripheral Pen 1heral vessel P P P T__

Vessel 1Other (spec.)______

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,

Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed duriing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroidi, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of traasrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h: Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTIN UE ON ANOTH7ER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisitf Sign-Of
Division of Reproductive, Abdominal, ENT;

and Radiological Devices

510(k) Number: c)' (42 -CflCS

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-L78S

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

General Specific B r PWD CWD Color Combined* Other**_
(Track I only) (Tracks I & III) _____Doppler (Spec.) (Spec.)

OphthlmicOphthalmic- - -

Fetal
Abdominal Pa Pa Pa Pa Pa Pa

Intra-operative (Npeur.) -

Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) Pd P'd Pd Pd Pd Pd
Ngeonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Tr-ans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) P P P P P P
Musculo-skel. (Superfic.) P P P __ P P P
Intra-luminal

_____________Other (spec.) _____________

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.)
_______ ._Other kspec.)__ I I____

Peripheral P~en hferal -vessel 7 P p P __ P P P
Vessel Other kspec.)______

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,
Real Time Virtual Sonography

Additional Comments:
Subscript "a": I ncludes iangfor guidance of percutaneous biopsy of abdominal organs and structures

(cluding moentesis)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c" Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript ;"": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subsript"p:Includes imaging for guidance of transvaginal biopsy.
Subscrpt "g"i o pediatric patients.
Subscript "h": Includes imaging for guidance of tranerectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAG;E IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisi n Sigi'DY g
Division ofRpodtive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number: P-,\2

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EIJP-L74M

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other'"
(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)

Optlmic Ophthalmic ____ _____

Fetal
Abdominal Pa Pa Pa Pa Pa Pa
Intra-operative (Spec.) _______

Intra-operative (Neuro.)
Laparoscopi& c_

Pediatric P p p P P P
Small Organ (Spec.) Pd P'd Pdl Pd Pd Pd
Neonatal Cephalic _____

Fetal I~maging Adult Cephalic __

& Other Trans-rectal
Tr-ans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel (convent.) P P P __ P P P
M uscuLo-skel. (Superfic.) P P P __ P P P
Intra lumina
O0ther (spec.) ______

Cardiac Cardiac Pediatric
l~aseohageal (card.)T _____ __

1Other (spec.)____ ___ ___

Peripheral Periphera esl ___* ~ ~ ___ P P
Vessel Other (pec.)______ ____________

N = new indication. P = previously cleared in K093466 - -

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,

Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amnioceteis)
Subscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript ': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE B3ELOW THIS LINE-CONTINUE ON -ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of Device Evaluation (ODE)

4I7rvsi gnom
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number: A \U

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: I-fI VISION Ascendus
Transducer: EUP-L75

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if hehuman body as follows:
Clinical Application Moeof Opeatin________

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & 111) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic - -

Fetal I

Abdominal Pat Pa Pa Pa Pa Pa
Intraoeai Sec.) __ __ ______

Intra-operative (Neuro.)
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-eo .(nonCard.)
Muscuo-kl Conven.7 P P P P P P
Musculo-skel. (Superfic.) P P P P P P
Intraluminal

___________Other (spec)____________
Cardiac Adult

Cardiac Cardiac Pediatric
Trn-,shageal (card.)

___________Other spe )~____________ _____

Peripheral Per' heral vessel *P P P __ PpP
Vessel Oher spc. ___________

N = new indication. P = previously cleared in 1(093466-
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,

Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imgn or guidance of percutaneous biopsy of abdominal organs and structures

(ncludingam nioetes.
Subscript "bi": Includes imaging of organs and structures exposed during surgery

(ex.cling neurosurgery and laparoscopic; procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript "P: Includes imaging for guidance of transvaginal biopsy.
Subscript "g" For pediatric patients.
Subscrit 'h": Includes imaging for guidance of traasrectal biopsy.

(LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprodluct ive, Abdominal, ENT,
and Radiological Devices

510(k) Number: oA~\(Q 7

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: III VISION Ascendus
Transducer: EUP-LV74

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Spcc B M PWD rWD Color Combined* Other**

(Track I only) (Tracks I & HII) _ Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic- - - -

Fetal ____________

Abdominal PF P P P P P
Intra-operative (Spec.)

ra Intra-operative 

(Neuro.)
Pediatric P p P P p

Small Organ (Spec.) PC PC PC PC _PC PC
NeonatalCephalic

Fetal I~maging Adult Cephalic- __

&Other Trans-rectal __ ____ _____

Trans-vaginal--
Trans-urethral ___________

Trans-esoph. (non-Card.) _____

Musculo-skel. (Convent.) P P P P P P

Muisculo-skel. (Superfic.) P P P p P P
lIntra-luminal
O0ther (spec.) ______

Cardiac Adult
Cardiac Cardiac Pediatric

(raseohga card.) _____

Other (spec.)-

P-eripheral PenI heral vessel PP P _ P P P
Vessel Other spec ___________

N = new indication. P = previously cleared in K093466 - -

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(includingamioetesis.
Subscript "b": Includes imaging of organs and structures exposed dur ing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "T': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patie nts.
Subscript "h't Includes imaging for guidance of transrectal biopsy.

(P-LEASE DO NOT WRITE BELOW THIS LINE-CNIU ONAN TER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

iniiyign-Ot
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

5 10(k)Nubr N\o -

Prescription Use (Per 21 CEK 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: ETUP-053T

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined* Other**-
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
O -phthalmic Ophthalmic _____ ___________

Fetal
Abdominal
Intra-pperative(Sec) Pb Pb Pb - Pb Pb Pb
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.) ___________

Neonatal Cephalic __

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-eo . (nnCard.)
Muscul-kl Cnvet
Musculo-skel. (Superfic.)
lintra-luminal

___________[Other (spec.) ______ ____________

Cric-Cardiac Adult
Cric Cardiac Pediatric

Ta sohageal (card.)
Other s ec

Peripheral venssel
Vessel Other (spec.)

N = new indication. P = previously cleared in K093466 - ____________

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guida2nce of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed dur ing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript 'e": Includes imaging for guidance of transrectal biopsy.

Subsript'f' Includes imaging for guidance of transvaginal biopsy.
Subscript g"Frpediatric patients.

Subscript "h- Includes imaging for guidance of tranarectal biopsy.
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: A .ij 22

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUJP-054J

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combinedt  Other"t

(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic ____ _____

Fetal
Abdominal _____ _____

Intra-operative (Spec.) Ph Pb Pb Pb Pb Pb
Intra-operative (Neuro. ______ ______

Lap aroscoi pmc
Pediatric
Small Organ tSpec. ___

Neonatal Cephalic __ ________

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (nnard.)
Muscuosk. (Conivent.) P P P P P p

M uscuo-_skel. (Superfic.) P P P - P pp
ntra-luminal

O0ther (spec.) ______ ______ ______

Cardiac Cardia Pediatric
lTrans-esophagcal (card.) __

1Other (spec.)______ ______

Peripheral Peripheralcvessel P P P __ P p P
Vessel Other (spe. T___________________

N = new indication. P = previously cleared in K(093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"t Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for gudance of percutaneous biopsy of abdominal organs and structures

(including amniocenei)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(xluding neurosurgery and laparoscopic procedures).
Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of trausrectal biopsy.
Subscript ?9: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript h": Includes imaging for guidance of transrectal biopsy.

(P-LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON -ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprodu tiveAdfominal, ENT,

and Radiological Devices

5 10(k) Number: A\ o n >

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
system: HI VISION Ascendus
Transducer: EP-0732T

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General .Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & 111) ____Doppler (Spec.) (Spec.)
Ophthalmraic Ophthalmic- - -

Fetal
Abdominal

Inr-oeaie(Spec.) P P P ____ P P P
Intra-operative (NeiiroT
Laparoscopic
Pediatric
Small Organ (Spec.) _____

Neonatal Cephalic
Fetal Imaging Adult Cephalic _____

& Other Trans-rectal
Trans-vaginal
Trans-urethral

Musculo-skel. (Superfic.)
Intra-luminal

____________ ther (spec.) ______ ____________

Cardiac Adult
Cardiac Cardiac Pediatric

Taseohageal (card.)
Other spec.)

Peripheral Per' heral vessel
Vessel Oher spec.______ _____ ______

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(including am nioetesis.
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Su!bscrip!t e:Includes imaging for guidance of transrectal biopsy.
Subscript V;": Includes imaging for guidance of transvaginal biopsy.

Subcrpt g"For pediatric patients.
Subsc.ript "f': Includes imaging for guidance of trangrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(DivisiovjSign-Of<
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: \ t Q l%

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: I-T VISION Ascendus
Transducer: EUP-0L334

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ __________

Fetal
Abdominal _____ _____

Intra-operate(Sc.
Intra-operative Neuro.
Laparoscopic P P P P P p
Pediatric
Small Organ (Spec.) __

Neonatal Cephalic
Fetal Imaging Adult Cephalic

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

IMuscul-skel. (Convent.)
Musclo-kl (Supaertic.) __ ______

jIntra-luminal
O0ther (spec.) ______ ____________

Cardiac Adult ___________

Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.) ______ ____________

Peripheral Peripheral vessel
Vessel Other (spec.) ______ _____________

N =new indication. P =previously cleared in K093466--
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous; biopsy of abdominal organs and structures

(including amniocentei)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "0": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "fP: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of tranarectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Divsinof ReprodutiveAbominal, ENT,
and Radiological Devices

510(k)Nubr -

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-R54AW-19, -33

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

GnrlSpecific B M PWD CWD Color Comnbined* Other**
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ __________

Fetal
Abdominal

Inta-oeraive(Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.) _____

Neonatal Cephalic ___

Fetal Imaging Adult Cephalic __

& Other Trans-rectal P P P __ P P P
Trans-vaginal
Trans-urethral
Transo h.(on-Clard)
Muscu lo-e.Convent
Musculo-skel. (Superfic.) ___

ILntradumina'
____________Other (spec.) ___________________

Cardiac Adult
Cardiac Cardiac Pediatric

Ta sohagenl (card.)
___________Other (spe c ~ ______ _____________

Peripheral Pen' heral vessel
Vessel Oher Spec.______ _____ ______

N = new indication. P = previously cleared in K093466 -

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes iangfor guidance of percutaneous biopsy of abdominal organs and structures

(cluding mnocntesis)
Subscript "b": Includes imaging of organs and structures exposed duri2ng surgery

(excldnnersreyadpaocpcpoeue)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "f; Includes imaging for guidance of transvaginal biopsy
Subscript;"g" For pediatric patients.

Subscript "h-: Includes imaging for guidance of transrectal biopsy.
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprodt tive, Abdominal, ENT,
and Radiological Devices

510(k) Number: k\U(n)7j

Prescription Use (Per 21 CFR 80 1. 109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: - HI VISION Ascendus
Transducer: EUP-550A

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) _ Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic ___________

Fetal T P P
Abdominal Pa Pa Pa Pa Pa Pa Pa
Intra-operative (Spec.)
Intra-operative Neuro.
Lap arosco pie
Pediatric P P P P P P p
S mall Organ (Spec.) _____

Neonatal Cephalic _____

Fetal Imaging Adult Cephalic P P P P P P P
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) ___ _____ ___________

Msulo-skel. (Convent.)_____ 
_____

!Musculo-skel. (Superfic.) ___ ____________

lIntra-luminal
O0ther (spec.) ______

Cardiac Adult P *P P P P P ~ p
Cardiac Cardiac Pediatric P P P P P, P P

Tr-ans-esophageal (card.)
Other spec.

Peripheral Peheral vessel _ P__ P P _______ P P

Vessel Other spe. V______ _______ I____

N = new indication. P = previously cleare4i 103466 - -

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler Imaging

Additional Comments:
Subscript "a": Includes imaging fo guine of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).,
Subscript "b': Includes imaging of organs and structures exposed duing surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript Vc': Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of trausrectal biopsy.
Subscript 'T'' Includes imaging for guidance of tranevaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

DiiinSign-Of
Division of Reprodtctive, Abdominal, ENT,

and Radiological Devices

510(k) Number: \' ~(U

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-S52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Op-hthalmic Ophthalmic _____ __________

Fetal
Abdominal
Intra-operative (Spec.)
Intra-operative (Neuro.)
Lap arosco pie
Pediatric P P P P P P P
Small Organ (Spec.) Pc PC PC PC PC PC PC
Neonatal Cephalic

Fetal Imaging Adult Cephalic ________

& Other Trans-rectal
Trans-vaginal
Trans-urethral-

Tran-esph.(non-Card.)
Musculo-sketT Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.) ______ ____________

Cardiac Adult
Cardiac Cardiac Pediatric P P P P Pp P

hras-pageal (card.
_________O_ Or (spec.)__

Peripheral I eihrlvessel
Vessel O0ther (spec.)______ ____________

N = new indication. P = previously cleared in K093466 ______ ____________

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:
Subscript 'a": Includes imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(including mnocntesis)
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures)
Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g"' For pediatric patients.

-Subscript&. ":Inldes imaging for guidance of transrectal biopsy.
(PLASEDONOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFTNEDED)_

Concurrence of CDRH-, Office of Device Evaluation (ODE)

(iiiSign-Off
Division of Rerdftive, Abdominal, ENT,

and Radiological Devices

5 10(k) Number: I \ u~

Prescription Use (Per 21I CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-S70

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

GnrlSpecific B Mr PWD CWD Color Comned* Other*
(Track I only) (Tracks I & III) _ Doppler I(Spec.) (Spec.)
Ophthalfmic Ophthalmic - -

Fetal P P P P P P
Abdominal P P P P P P P
lthra-oppative2 ec.)Intra-operative(Ne ur.
Lap aroscop ic
Pediatric P . P P P P P P
Sgmall Organ (Spec.)
Neonatal Cephalic E

Fetal Imaging Adult Cephalic P P P P P P P
& Other Trans-rectal

Trans-vaginal
Trans-urethral

Trn-sp.(non-Card.) ___ _____

-kl(Convent.)
1Musculoskel. (Superfic.)___ ___________

Ilntra-luminal
O0ther (spec.) ______ ____________

ICardiac Adult P P P P P P P
Cardiac ICa rdiac Pediatric P ~F ~ p pP p p

Tans-eso ha eal (card.)
O0ther kspec.)

Peripheral lPeripheral vessel P P P PP P P
Vessel O0ther (Spec.)______ ____________

N = new indication. P =previously cleared in K093466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler Imaging

Additional Comments:
Subscript"a': I ncludes imagi ng for guice of percutaneous biopsy of abdominal organs and structures

(including amnioce ntei)
Subscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).!
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript d: Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript T: includos imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "W" Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUEO NTE PAEIF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

2- 2S/L&t
(Divis Sign-Oft)

Division of Rep rodtive, Abdominal, ENT,
and Radiological Devices

5 10(k) Number:\t L\-

Prescription Use (Per 21 CFR 801 .109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-S72

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if heu hmnrbody as follows:
Clinical Application Mde of Oean _____

General Sp-ecific B M PWD CWD Color Comnbined* Othe"
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ __________

Fetal
Abdominal P P P P P P P

Intraoertv(er. S___

Laparoscopic
Pediatric P P P P P P P
Small Organ (Spec.)
Neonatal Cephalic P p p P P P P

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Tr-ans-vaginal
Trans-urethral
Tranes h. (non-Card.)
Muscuo-k. Covent
Musculo-skel. (Superfic.) __ ___

Intra-luminal
1Other (spec.) ______

Cardiac Adult P P p p P P P
Cardiac Cardiac Pediatric P P P P P P P

Tra2 hageal (card.)
__________Other Pee____

Peripheral Pe'hrlvessel
Vessel Other spec. _____

N = new indication. F = previously cleared in K(093466 - -

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:
Subscript "a": Includes imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(including a nineis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subsript"f:Includes imaging for guidance of transvaginal biopsy.
Subscript "':Fo pediatric patients.
Subscript "h": Includes imaging for guidance of transirectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproddictive, Abdominal, ENT,
and Radiological Devices

510(k) Number: )k \\ Ql

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-U533

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

GnrlSpecific B M PWD CWD Color Combined* Other t t

(Track I only) (Tracks I & 111) __ Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic- - - -

Fetal
Abdominal
Intrai-operative (Spec.) ___

Intra-operative (Neuro.)
Laparoscopic -

Pediatric
Small Organ (Spec.)
Neonatal Cephalic __

Fetal Imaging Adult Cephalic ________

&Other Trans-rectal Ph Ph Ph Ph Ph Ph
Trans-vaginal - -- _____

Trans-urethral _____

Trans-esoph. (non-Card.) _____

Musculo-skel. (onven) I __ T__ _____ _____

Musculo-skel. (Superfic.) 11_______________

ILntra-luminal
1Other (spec.) ____________

JCardiac Adult
Cardiac 1Cardiac PediatrcTras-eo ageal (car. __

__________ 1 Other ____________________

Peripheral rPheral vessel
Vessel POther (spec.)______ ______

N = new indication. P = previously cleared in K(093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"tAmplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,

Real Time Virtual Sonography

Additional Comments:
Subscript "a': Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "V': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsv.

(PLEASEDO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

5 10(k) Number: P-, \ mUhE

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HII VISION Ascendus
Transducer: EUP-V5BW

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combhinedt  Other'"
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
O5phthalmic Ophthalmic- - -

Fetal7 _ __ P PF pP
Abdominal

Intra-operative (NeiYYY
Laparoscopi c
PediatricI

* ~Small Organ (Spec.) ___________

Neonatal Cephalic
Fetal Imaging Adult Cephalic __

& Other Trans-rectal Pe Pe Pe Pe Pe Pe
Trans-vaginal PC Pf Pf Pf Pf Pf
Trans-urethral

Tras-e h(non-ard.

Musculo-Tskel. (Superfic.) ___

Itra-luia.
____________ ther (spec.) _____ ______

Cardia Adul
Cardiac Cardiac Pediatric

I~aseohageal (card.)
1Other (spec.)

Peripheral Pen Lheral vessel
Vessel Oher spec.

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
"t Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,

Real Time Virtual Sonography

Additional Comments:
Subscript "a": Includes imaging for guda2nce of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript b": Includes imain ofogn and structures exposed duri*ng surgery

(exicluding euosrgryandl laparoscopic procedures).2
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d: Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subsript"f: ncludes imaginig for guidance of transvaginal biopsy.
Subscrip g' or Pediatric patients.
Subscript "h": Includes imaging for guidance of tranrctal biop sy.

(PLEASE DO NOT WRITE BELOW THIS LIECNIN UE ON ANOTHER PAGE F NEDED
Concurrence of CDRH-, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: K & 2

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-VV531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Modle of Operation
General Specific B M PWD CW Color Combinedt  ther**

(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal P -r -P

Abdominal
Inta-oera2tiv(SecI

(Tr 
I tra- operat e Nero.) 

___

Lap aroscop ic
Pediatric ______ ______ ______

Small Organ (Spec.) -______

Neonatal Cephalic-- _____ ______

Fetal r Imaging Adult Cephalic
& IOther Trans-rectal P P p - P p p

Trans-vaginal P p p __ P P P
Trans-urethral
Trans-egoph. (non-Card.) ________

Musculo-skel. (Convent.)___
Musculo-skel. (Superfic.) _____

Intra-luinal

Cardiac Adult _____

Cardiac Cardiac Pediatric ______

Trans-esophageal (card.)
Other kspec.)

Peripheral Pen heral vessel
Vessel Other spec.______

N=new-indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitudc Doppler (Color Flow Angiography), 3D Imaging, 4D imaging

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "fP: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h-: Includes imaging for guidance of tranaroctal biopsv,

(PLEGASE DO NOTWRITE BENLOW THIS LINE-CONTIN UE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisio4 Sign-OWf
Division of Reroutive, Abdominal, ENT,

and Radiological Devices

510(A\\ Number:

Prescription Use (Per 21 CER 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-VV7S1

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic _____ __________

Fetal P P P P P P
Abdominal
Intra-o erative (Spec. ______

Intra-operative (Neuro.)
Lap aroscop xc
Pediatric
Small Organ (Spec.) ___ _____

Neonatal Cephalic
Fetal Imaging Adult Cephalic

& Other Trans-rectal P P P P P P
Trans-vaginal P P P P P P
Trans-urethral
Trans-eo .(nonCard.)
Muscuo-k. Cnvent
Musculo-skel. (Superfic.) __ ______

!Intr-luminal
___________Other (pec.) ______ ______

Cardiac Adult
Cardiac Cardiac Pediatric

_, el(card. 
______

___________Oth ("'.T
Peripheral Pen pheral vessel

Vessel Othr spec ______ _____

N7= new -indication P =previously cleared in K0466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D imaging

Additional Comments:
Subscript "a": Includes imaging for guida2nce of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript '"hi: I ncludes imaging of organs and structures exposed during surgery-

(excluding neurosurgery and laparoscopic procedures).i
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript 'T'" Includes imaging for guidance of tranevaginal biopsy.
Subscript "g": For pedari atients.
Subscript hY" Include iang for guidance of traasrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Dniio n-&f
Division of Reproductive, Abdominal, ENT,

and Radiological Devices
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Prescription Use (Per 21 CFR 801 .109)


